








INSTRUCCIONES - EMPIEZA AQUI

Lea atentamente las instrucciones antes de iniciar la
prueba. Se recomienda utilizar tambien guantes

(no suministrados) durante las pruebas.

ANTES DE EMPEZAR

1. Ldvese o desinféctese las
manos. Asegurese de que estdn
secas antes de empezar.

A. PREPARARSE PARA LA PRUEBA

Dispositivo para
medir el tiempo
(no incluido)

1 tarjeta de

1 hisopo prueba en bolsa

1 frasco gotero

-

(¢]

COVID-19 Ag
CARD

NO toque ninguna parte del interior de la tarjeta. Manipule la
tarjeta agarrdndola solo por los bordes.

La tarjeta debe permanecer PLANA en la mesa durante todo el
examen.

2. Saque la tarjeta de prueba de
la bolsa y cologuela en posicidon
plana sobre la mesa.
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La tarjeta debe quedar en ===
posicién plana sobre la
superficie de la mesa durante
toda la prueba. 0
Ventana de
resultados
Asegurese de que la linea azul

de conftrol esté presente en la

ventana de resultados. Si no hay

una linea azul, no utilice esta

tarjeta.

CONTROL

SAMPLE

Abra la tarjeta plana sobre la
mesa. Doble la columna en la
direccion opuesta para ayudar
a que la tarjeta permanezca
plana.

NO toque
la tira reactiva.

Retire el tapon del frasco
gotero.

Sujete el frasco gotero
directamente sobre el orificio
superior, sin formar un dngulo.

Eche 6 gotas en el orificio oo
superior. S
No toque la tarjeta con la
punta.

Nota: Se pueden producir resultados falsos negativos si se echan
menos de 6 gotas de liquido en el orificio.

B. TOMAR LA MUESTRA NASAL

4,

Mantenga los dedos alejados de la punta del hisopo.

Abra el envase del hisopo por el
extremo del baston. Extraiga el
hisopo.

L)

@
Frote ambas fosas nasales °
con cuidado como se
muestra. Hasta 3/4
Intfroduzca la totalidad de la de pulgada 5
punta absorbente del hisopo

‘en una fosa nasal
‘(habitualmente, de 1/2 a 3/4
de pulgada).

No es necesario ir mas
profundo.

Utilizando una presion media,
frote el hisopo contra todas las

paredes interiores de la fosa Al menos
nasal. 5 circulos
grandes

Haga al menos 5 circulos
grandes.
No se limite a girar el hisopo.

Hay que frotar cada fosa nasal
durante unos 15 segundos.

Con el mismo hisopo, repita el
paso 5 en la otra fosa nasal. Al menos
5 circulos

grandes

Comprobaciones:
¢Ha frotado el hisopo en AMBAS fosas nasales?

Nota: Se pueden producir resultados falsos negativos si la muestra
nasal no se toma correctamente con el hisopo.



C. REALIZA LA PRUEBA

6.

7.

9.

Mantenga la tarjeta de FORMA HORIZONTAL O PLANA sobre la mesa.

Infroduzca el hisopo en el orificio
inferior.

@

Empuje firmemente la punta del
hisopo desde el orificio

inferior hasta que se vea en el
orificio superior.

No retire el hisopo de la tarjeta.

Gire el hisopo hacia la derecha
fres veces para mezclar el
hisopo con las gotas.

No se salte este paso.

Deje el hisopo en la tarjeta
durante el resto de la prueba.

Nota: Se pueden producir resultados falsos negativos si se echan
menos de é gotas de liquido en el orificio.

- NO retire el hisopo.

Despegue la cubierta del
adhesivo. Tenga cuidado de 0 B
no tocar ofras partes de la  Despagar . _
tarjeta. e

P
o -

Cierre el lado izquierdo de la
tarjeta sobre el hisopo.
Presione firmemente sobre las
dos lineas del borde

derecho de la tarjeta para
sellarla.

Sellar

Mantenga la tarjeta sobre la
mesa mirando hacia arriba.

- NO retire el hisopo.

Espere 15 minutos.

A
Lea gl resultado alos ESPERAR
15 minutos.
15 MINUTOS
No lea el resultado antes de
CONSULTAR

15 minutos ni después de 30

minutos. EN 15-30 MINUTOS

Mantenga la tarjeta sobre la
mesa mirando hacia arriba.

Nota: Se pueden producir resultados falsos negativos si se echan
menos de 6 gotas de liquido en el orificio.

Nota: Los resultados no se deben leer luego de transcurrido
30 minutos.

D. INTERPRETA LOS RESULTADOS

A. Comprobacién de un resultado positivo de COVID-19

Locdalice la ventana de resultados y busque detenidamente si
aparece, dos lineas rosas/moradas.

Resultado positivo: Si ve dos lineas rosas/moradas (una en la mitad
superior y ofra en la inferior), significa que se ha detectado COVID-19.

,Mire muy detenidamenta’
La linea inferior puede ser
muy debil. Cualquier linea
de color rosa/morado que
o apresca aqui indica un

Q resultado positivo

Linea débﬂil

Positivo Positivo

CONTROL

MUESTRA

Linea fuerta

Estas fotografias son de pruebas positivas reales. A la derecha,
observe lo débil que puede ser la linea inferior.
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B. Comprobacién de un resultado negativo de COVID-19

Localice la ventana de resultados y busque una unica linea de color
rosa/morada en la ventana.

Resultado negativo: Si solo ve una linea rosa/morada en la mitad
superior, donde dice “Control”, significa que no se detectd COVID-19.

Negativo

CONTROL

MUESTRA ~3 SsinlLinea

C. Comprobar resultado invdlido

Si observa cualquiera de estas combinaciones, la prueba es invdlida.
Un resultado invdlido significa que esta prueba no pudo determinar
si usted tiene COVID-19 o no. Se necesita una nueva prueba para
obtener un resultado vdlido.

Pongase en contacto con Servicio Técnico llamando al
+1833-637-1594.

Solamente No se observan Solamente Linea de control
la linea de lineas la linea de azul Y linea de
control azul muesira muestra

rosa/morada rosa/morada

CONTROL

MUESTRA

Nota: Consulte el dorso para leer sabre lo que significan los
resultados.

E. DESECHAR EL KIT DE PRUEBA

Tire a la basura todos los
componentes usados del
kit de pruebas.

U
F. INFORMAR SUS RESULTADOS

Por favor, comparta el resultado de su prueba con su proveedor
de atencién médica.




RESULT INTERPRETATION

Positive Result

A positive test result for COVID-19 indicates that antigens from SARS-CoV-2 were detected, and
the patient is very likely to be infected with the virus and presumed to be contagious. Test results
should always be considered in the context of clinical observations and epidemiological data (such
as local prevalence rates and current outbreak/epicenter locations) in making a final diagnosis and
patient management decisions. Patient management should follow current CDC guidelines.

Negative Result

A negative test result for this test means that antigens from SARS-CoV-2 were not present in the
specimen above the limit of detection. However, a negative result does not rule out COVID-19
and should not be used as the sole basis for treatment or patient management decisions, including
infection control decisions. The amount of antigen in a sample may decrease as the duration of
illness increases. Negative results should be treated as presumptive and confirmed with a molecular
assay, if necessary, for patient management.

For serial testing programs, additional confirmatory testing with a molecular test for negative results
may be necessary, if there is a high likelihood of COVID-19, such as, an individual with a close
contact with COVID-19 or with suspected exposure to COVID-19 or in communities with high
prevalence of infection. Additional confirmatory testing with a molecular test for positive results
may also be necessary, if there is a low likelihood of COVID-19, such as in individuals without
known exposures to COVID-19 or residing in communities with low prevalence of infection.

LIMITATIONS
« This test detects both viable (live) and non-viable, SARS-CoV, and SARS-CoV-2. Test

performance depends on the amount of virus (antigen) in the sample and may or may not
correlate with viral culture results performed on the same sample.

+ A negative test result may occur if the level of antigen in a sample is below the detection limit of
the test.

+ The performance of the BinaxNOW COVID-19 Antigen Self Test was evaluated using the
procedures provided in this product insert only. Modifications to these procedures may alter the
performance of the test.

+ False negative results may occur if a specimen is improperly collected or handled.
+ False negative results may occur if inadequate extraction buffer is used (e.g., <6 drops).
+ False negative results may occur if specimen swabs are not twirled within the test card.

+ False negative results may occur if swabs are stored in their paper sheath after specimen
collection.

+ Positive test results do not rule out co-infections with other pathogens.

+ False negative results are more likely after eight days or more of symptoms.

« Positive test results do not differentiate between SARS-CoV and SARS-CoV-2.

+ Negative test results are not intended to rule in other non-SARS viral or bacterial infections.

+ The presence of mupirocin may interfere with the BinaxNOW COVID-19 Antigen Self Test

and may cause false negative results.

+ Negative results are presumptive, do not rule out COVID-19 infection and it may be necessary
to obtain additional testing with a molecular assay, if needed for patient management.

+ Performance of nasal swabs collected from patients without symptoms or other epidemiological
reasons to suspect COVID-19 infection or for serial screening, when tested twice over three
days with at least 36 hours between tests has not been determined, a study to support use will
be completed.

+ If the differentiation of specific SARS viruses and strains is needed, additional testing, in
consultation with state or local public health departments, is required.

+ The performance of this test was established based on the evaluation of a limited number
of clinical specimens collected in November 2020. The clinical performance has not been
established in all circulating variants but is anticipated to be reflective of the prevalent variants in
circulation at the time and location of the clinical evaluation. Performance at the time of testing
may vary depending on the variants circulating, including newly emerging strains of SARS-
CoV-2 and their prevalence, which change over time.

PERFORMANCE CHARACTERISTICS

Clinical Performance

Clinical performance characteristics of BinaxNOW COVID-19 Antigen Self Test was evaluated

in an ongoing multi-site prospective study in the U.S. A total of four (4) investigationa| sites
throughout the U.S. participated in the study. To be enrolled in the study, patients had to

be presenting at the participating study centers with suspected COVID-19 within 7 days of
symptom onset. Each Subject was provided a BinaxNOW COVID-19 Antigen Self Test. Under
the observation and coaching of a clinical site staff member trained as a proctor, the Subject self-
collected one (1) nasal swab and performed the BinaxNOW COVID-19 Antigen Self Test. Test
results were interpreted and recorded by the Subject or other home user and independently by the
proctor. Parents of pediatric Subjects under the age of 14 or Legally Authorized Representatives

of adult Subjects unable to perform self-collection collected one (1) nasal swab from the Subject,
performed the BinaxNOW COVID-19 Antigen Self Test, then interpreted and recorded the result
for the patient.

An FDA Emergency Use Authorized real-time Polymerase Chain Reaction (RT-PCR) assay for
the detection of SARS-CoV-2 was utilized as the comparator method for this study.

The performance of BinaxNOW COVID-19 Antigen Self Test was established with 53 nasal swabs
collected from individual symptomatic patients (within 7 days of onset) who were suspected of

COVID-19.

BinaxNOW™ COVID-19 Antigen Self Test Performance within 7 days of symptom onset against
the Comparator Method

BinaxNOW™ COVID-19 Ag 2 Card Comparator Method
Home Test Positive Negative Total
Positive 22 0 22
Negative 2 28 30
Total 24 28 52

Positive Agreement: 22/24 91.7%  (95% Cl: 73.0% - 98.9%)

Negative Agreement: 28/28 100.0% (95% Cl: 87.7% -100.0%)

*1 sample generated an invalid BinaxNOW COVID-19 Ag 2 Card result (0.1% invalid rate)

The performance of this test has not yet been clinically validated for use in patients without signs
and symptoms of respiratory infection or for serial screening applications, and performance may
differ in these populations.

Performance of BinaxNOW COVID-19 Antigen Self Test, with the test performed and results
interpreted by the home user is similar to performance obtained by test operators with no
laboratory experience. Due to the relatively small sample size for the home use clinical study, at
the time of the interim analysis, the BinaxNOW COVID-19 Antigen Self Test positive agreement
established in this ongoing clinical study is estimated to be between 73.0% and 98.9% as reflected
in the 95% Confidence Interval. This is consistent with the performance established in a separate
multi-site study in the US, where the BinaxNOW COVID-19 Ag Card test was performed and
results interpreted by test operators with no laboratory experience. In that study, BinaxNOW
COVID-19 Ag Card test positive agreement was 84.6% (95% Cl: 76.8% - 90.6%), refer below:

The performance of BinaxNOW COVID-19 Ag Card was established with 460 nasal swabs
collected from individual symptomatic patients (within 7 days of onset) who were suspected of

COVID-19.

BinaxNOW COVID-19 Ag Card Performance within 7 days of symptom onset against the
Comparator Method

Comparator Method
BinaxNOW COVID-19 Ag Card
Positive Negative Total
Positive 99 5 104
Negative 18 338 356
Total 17 343 460

Positive Agreement:  99/117 84.6% (95% Cl: 76.8% - 90.6%)

Negative Agreement: 338/343  98.5% (95% Cl: 96.6% - 99.5%)

Patient demographics, time elapsed since onset of symptoms for all patients enrolled in the above
study, are presented in the table below. Positive results broken down by days since symptom onset:

Cumulative
D: in mulati Binaxl
S;Z\'\s:to:\e Frren. | covibas PPA 957% Confidence
Onset Positive (+) Antigen Self i
Test Positive (+)
1 12 10 83.3% 51.6% 97.9%
2 34 28 82.4% 65.5% 93.2%
3 50 M 82.0% 68.6% N.4%
4 63 50 79.4% 67.3% 88.5%
5 78 63 80.8% 70.3% 88.8%
6 90 75 83.3% 74.0% 90.4%
7 n7 99 84.6% 76.8% 90.6%
8to010 144 18 81.9% 74.7% 87.9%
Mto14 161 126 78.3% 711% 84.4%
All specimens 167 129 77.2% 70.1% 83.4%

A cohort of patients who presented with symptom onset greater than seven days were enrolled in
the clinical study (n = 161). The positive agreement in patients with symptoms greater than seven
days was 60% (30/50) and negative agreement was 98% (109/111). Therefore, negative results in
patients with symptom onset greater than seven days should be interpreted with caution, as the
sensitivity of the assay decreases over time.




ANALYTICAL PERFORMANCE
Limit of Detection (Analytical Sensitivity)
BinaxNOW COVID-19 Antigen Self Test limit of detection (LOD) was determined by evaluating

different concentrations of heat inactivated SARS-CoV-2 virus. Presumed negative natural nasal
swab specimens were eluted in PBS. Swab eluates were combined and mixed thoroughly to create
a clinical matrix pool to be used as the diluent. Inactivated SARS-CoV-2 virus was diluted in this
natural nasal swab matrix pool to generate virus dilutions for testing.

Contrived nasal swab samples were prepared by absorbing 20 microliters of each virus dilution onto
the swab. The contrived swab samples were tested according to the test procedure.

The LOD was determined as the lowest virus concentration that was detected = 95% of the time
(i.e., concentration at which at least 19 out of 20 replicates tested positive).

The BinaxNOW COVID-19 Antigen Self Test LOD in natural nasal swab matrix was confirmed
140.6 TCIDso/mL.

Limit of Detection (LoD) Study Results

Concentration Number )
TCIDso/mL Positive/Total 7% Detected
140.6 20/20 100%

Cross Reactivity (Analytical Specificity) and Microbial Interference
Cross reactivity and potential interference of BinaxNOW COVID-19 Antigen Self Test was

To estimate the likelihood of cross-reactivity with SARS-CoV-2 virus in the presence of organisms
that were not available for wet testing, In silico analysis using the Basic Local Alignment Search Tool
(BLAST) managed by the National Center for Biotechnology Information (NCBI) was used to

assess the degree of protein sequence homology.

+ For P. jirovecii one area of sequence similarity shows 45% homology across 18% of the sequence,

making cross-reactivity in the BinaxNOW COVID-19 Antigen Self Test highly unlikely.

+ No protein sequence homology was found between M. tuberculosis, and thus homology-based
cross-reactivity can be ruled out.

+ The comparison between SARS-CoV-2 nucleocapsid protein, MERS-CoV and human
coronavirus HKU1 revealed that cross-reactivity cannot be ruled out. Homology for KHU1and
MERS-CoV is relatively low, at 37.8% across 95% of the sequence and 57.14% across 87% of

the sequence, respectively.

High Dose Hook Effect

No high dose hook effect was observed when tested with up to a concentration of
1.6 x 10° TCIDso/mL of heat inactivated SARS-CoV-2 virus with the BinaxNOW COVID-19
Antigen Self Test.

Endogenous Interfering Substances

The following substances, naturally present in respiratory specimens or that may be
artificially introduced into the nasal cavity or nasopharynx, were evaluated with the
BinaxNOW COVID-19 Antigen Self Test at the concentrations listed below and were

found not to affect test performance.

evaluated by testing 37 commensal and pathogenic microorganism§ (8 bacteria, 14 virus‘es, 1 yeast Substance ReTaingred e Concentration
and pooled human nasal wash) that may be present in the nasal cavity. Each of the organism, viruses,
and yeast were tested in triplicate in the absence or presence of heat inactivated SARS-CoV-2 virus Mucin 2% wiv
(45 TCIDso/swab). No cross-reactivity or interference was seen with the following microorganisms Endogenous N
. L Whole Blood 1% viv
when tested at the concentration presented in the table below.
OTC Nasal Drops Phenylephrine 15% viv
Potential Cross-Reactant Test Concentration - .
OTC Nasal Gel Sodium Chloride 5% viv
Adenovirus 1.0 x 10° TCIDso/mL (i.e. NeilMed)
Human metapneumovirus (hMPV) 1.0 x10° TCIDso/mL OTC Nasal Spray 1 Cromolyn 15% viv
Rhinovirus 1.0 x10° PFU/mL OTC Nasal Spray 2 Oxymetazoline 15% viv
Enterovirus/Coxsackievirus B4 1.0 x 10° TCIDso/mL OTC Nasal Spray 3 Fluconazole 5% wiv
Human coronavirus OC43 1.0 x 10° TCIDso/mL Throat Lozenge Benzocaine, Menthol 0.15% wiv
B S . -
Human coronavirus 229E 1.0 x 10° TCIDso/mL OTC Homeopathic Nasal Spray 1 Galpl’crr#a glauc:, Slatbadllla, 20% viv
vi Human coronavirus NL63 1.0 x 10° TCIDso/mL uTta oppercuiata
irus f ;
Human parainfluenza virus 1 1.0 x 10° TCIDso/mL OTC Homeopathic Nasal Spray 2 Zln%u;n %l;:i:‘)lum 5% wiv
T 1 S
Human parainfluenza virus 2 1.0 x10° TCIDso/mL OTC Homeopathic Nasal Spray 3 Alkalol 10% viv
. : 5
Human parainfluenza virus 3 1.0 x10° TCIDso/ml. OTC Homeopathic Nasal Spray 4 Fluticasone Propionate 5% viv
: : 5
Human parainfluenza virus 4 1.0 x 10° TCIDso/mL Sore Throat Phenol Spray Phenol 15% viv
Influenza A 1.0 x 10° TCIDso/mL .
Anti-viral Dru Tamiflu 0.5% wiv
Influenza B 1.0 x 10° TCIDso/mL 8 (Oseltamivir Phosphate) '
Respiratory Syncytial Virus A 1.0 x10° PFU/mL Antibiotic, Nasal Ointment Mupirocint 0.25% wiv
Bordetella pertussis 1.0 x 10° cells/mL Antibacterial, Systemic Tobramycin 0.0004% wiv
Chlamydia pneumoniae 1.0 x10¢ IFU/mL ! Testing demonstrated false negative results at concentrations of 5 mg/mL (0.5% w/v). Standard
Haemophilus influenzae 10 x10° cells/rmL dose of nasal ointment: 20 mg (2% w/w) of mupirocin in single-use 1-gram tubes.
Legionella pnuemophila 1.0 x 106 cells/mL Usability Study
Mycoplasma pneumoniae 1.0 x 106 U/mL Abbott conducted a study to evaluate whether a home user can follow instructions and
. ; " successfully perform the test steps for the BinaxNOW COVID-19 Antigen Self Test,
Bacteria Streptococcus pneumoniae 1.0 x 106 cells/mL includi | b collecti . .
including nasal swab collection at home, and correctly interpreting the results.
Streptococcus pyogenes (group A) 1.0 x10° cells/mL 100 home users, including individuals (n=50) and caregivers (n=50), participated in the study. Each
Mycobacterium tuberculosis 1.0 x 10¢ cells/mL individual or caregiver pair participated in a 60-minute session with a single proctor. The usability
" evaluation session included one simulated use of the BinaxNOW COVID-19 Antigen Self Test and
Staphylococcus aureus 1.0 x10° org/mL opportunities to provide feedback.
Staphylococcus epidermidis 1.0x10° org/mL 92% (92 out of 100) home users produced a valid result (all negative) and 8 participants produced
Pooled human nasal wash N/A an invalid result.
Yeast Candida albicans 1.0 x 106 cells/mL 100% (99 out of 99) of the home (individual and caregiver) participants correctly understood that

failure to follow the test steps correctly would potentially lead to an invalid or inaccurate result
or would require another test or consultation with a healthcare provider. (One participant was
inadvertently not asked this question by the moderator during the session).



SYMBOLS

This symbol indicates that the product is for single use only. It is not to be re-used.

This symbol indicates that you should consult the instructions for use.

This symbol indicates that the product has a temperature limitation.

This symbol indicates the name and location of the product manufacturer.

This symbol indicates the product’s catalog number.

For In Vitro Diagnostic Use.

This symbol indicates that the total number of tests provided in the kit box.
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Abbott Diagnostics Scarborough, Inc.
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